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Claims 1-6 are rejected under 35 U.S.C. 112, second paragrapli, as 
being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

1. Claims 1 vs 2 appear to be substantial duplicates since for each set of 
claims the only difference is the added X-ray data. The X-ray data is an 
inherent characteristic and thus would not fail to distinguish (i.e. further 
limit) the claim(s) reciting the X-ray data. Thus it is not seen how infringing 
one of the pair would not infringe the remaining claim. 

2. Throughout the claims mention is made of "a crystal" which literally 
recites a single particle. Perhaps crystal form was really intended? See 
claims 1,2 and 6. 

3. In claim 3 "spontaneous nucleus" is not an art-recognized term. It 
appears from a discussion of the invention in the specification that the 
intended term is "spontaneous nucleation" which is art-recognized. 

The disclosure is objected to because of the following informalities: 
Terms such as "nucleus" appear inappropriate. "Nucleation" appears to be 
the intended term. Applicants are requested to check for additional terms 
that may be the result of a translation error. 

Appropriate correction is required. 
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The following is a quotation of ttie appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in 
this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

States. 

Claim 6 is rejected under 35 U.S.C. 102(b) as being anticipated by 
Kakemi, cited in applicants' International Search Report. While a copy has 
been provided in the original Japanese language, the examiner has 
obtained an English translation which is provided herewith. As 
acknowledged by applicants in the specification forms l-lll of free base of 
instant compound is produced in Kakemi by dissolution in acetonitrile of 
the free base identified herein as A. However applicants also state that the 
polymorphic form III is NOT directly obtained from form A but rather from 
the acetonitrile solvate of A based on their isolation of the solvate and 
characterization data. However given that Kakemi employs acetonitrile to 
ultimately crystallize final products out of solution (see p.7), it would be 
reasonable for one of ordinary skill in the art to infer that standard isolation 
procedures were followed which include drying of the product by heating 
and/or under reduced pressure. Applicants rely on conventional procedure 
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for the desolvation step (see specification p. 7) which would include the 
same procedure used in routine isolation of precipitates. Note Integra Life 
Sciences v. Merck 50 USPQ2d 1846. 

US'049 is being cited as it is the equivalent to JP'680 cited by the JP 
examiner. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Emily Bernhardt whose telephone 
number is 571-272-0664. 

If attempts to reach the examiner by telephone are unsuccessful, the 
acting supervisor for AU 1624, James O. Wilson can be reached at 571- 
272-0661 . The fax phone number for the organization where this 
application or proceeding is assigned is (571) 273-8300. 
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Information regarding the status of an application may be obtained 
from tine Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center 
(EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 

/Emily Bernhardt/ 
Primary Examiner, Art Unit 
1624 
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